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Presented for: 1999 Fall Technical Workshop 
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Outlirte 

l Chemistry Project Manager = ANDA Project Manager 
l Point of contact for industry status calls 
l Issues to consider regarding status calls 
l Other types of calls to the Project Manager 
l Facilitates the review process 
l Provides consistency in the review process 
l Role of the Project Manager in the final approval process 
l Roles in processing supplemental applications 



Chemistry 

Consultations Regulatory Support 
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Chemistry Project Managers: 
Roles and Responsibilities 

Serve as the primary point of contact for all 
status calls and other inquiries 
Important to contact the correct project 
manager 
- Refer to acceptance for filing letter 

- Refer to Chemistry Team/Therapeutic class 
information 



Status Calls (MAPP 50204 . 
(http:///www.fda.gov/cder/mapp.htm) ‘. 

e What to expect from a status call 
- Return calls within 48 hours 

- Time frames for completion are .estimates 

- Not in position to ‘discuss deficiencies or 
Major/Minor/Fax status while in draft 

l Expectations OGD has from industry 
- Imbortant not to call too frequently 

- Do not attempt to call multiple people about 
status 



Other Types of calls to the Chemistry 
Project Manager 

Clarification of chemistry/microbiology 
deficiencies - 

Second Major not approvable actions 

Questions on policies/regulatory issues 
Meeting requests 



Who t0 Call for Other Questions 

l Bioequivalence Project Managers for 
bioequivalence issues/deficiency comments 

l Labeling Team Leaders for Supplemental, 
Applications providing only for labeling 



ChemistryProject Managers: 
Roles and Responsibilities I\< 

l Serves as the primary facilitator in muving 
applications through the approval process 

- 

- 

Interacts with all review disciplines, other OGD project 
managers, Office of Compliance 

Apprises senior management of status of reviews 

Tracks all assignments using the Master Queue 
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The Master Queue Provides a Single Data 
Base to Record All Pertin,ent Informatioti \- 

l Notes on current status/processing activities 
0 Chem and Labeling team leaders and Micro and 

Bio PM entry of review status/completion dates . 

l Establishment evaluation report notes 

l Methods validation notes 

l Record of telephone conversations, 



Pri ‘Code ‘F :f+,,E : :. ,. .” .: 1 r Chem h&ii .“. ::. r AppWV%l .:j: _,...I 

MV request sent to MV request sent to Philadelphia Philadelphia DO DO 

Tcons ~sautz,-~i: MS.DRA CALLED FOR STAT& ‘ucfia’ 
I CATION WAS NEXT IN QUEUE FOR f&v,.-.., ,a I INU+I 

1 MONTH FOR CfIMPLJ!TlON: CALL IN 3-4 WEEKS 



Chemistry Project Managers: 
Roles and Responsibilities 

l Responsible for helping to emu&z consistency in 
the review process 
- consistent processing of Major, Minor, FAX 

and DMF deficiencies 
- alerts Document Room staff to convert FAX 

amendments to minor if no response within 30 
days 

- Performs quality control check on incoming 
priority submissions to ensure completeness, 
accuracy 



Role of the Project Manager in the Final Approval 
Process 

0 Conducts Over-all Assessment of Approval Status 6 

- Identifies incomplete rdviews or necessary action items 
- Determines compliance status 
- Notifies Citizens Petition Coordinator if approval of the 

application may be impacted by a citizens petition 
- Represents Chemistry team at weekly approvals 

meeting 



Role of the Project Manager in the;Final Approval 

Process (con ‘t) 
l Prepares Approval Letter 

- Full vs Tentative Approval 
- Paragraph III 
- Paragraph IV 
- 180 day Generic Drug Exclusivity 
- Pediatric Exclusivity (FDAMA) 

0 Routes approval package for final signoffs 
0 Your application is approved! 



Chemistry Project Managers: 
Roles and Responsibilities 

Role of the Project Manger in Processing 

Supplemental Applications t 
- Requests inspections through EES system if necessary 
- Tracks changes being effected (CBE) Supplements and 

notifies applicant if CBE status is denied 
- Makes initial grant/deny recommendation on Expedited 

Review Requested Supplements and follows-up with 
applicant in accord with MAPP 5240.1 


